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Document Processing Center (TS-790)
Attn: Section 8(e) Coordinator (CAP Agreement)
Office of Toxic Substances
Environmental Protection Agency
401 M Street, S.W.,

Washington, D.C. 20460

RE: Report Submitted Pursuant to the TSCA Section 8(e) Compliance
Audit Program

CAP ID NO.: 8ECAP - 0004

RP CAP REPORT NO.: RPS - 0350
Dear Sir/Madam:

On behalf of Rhéne-Poulenc Inc. (RPI, CN5266, Princeton, NJ 08543-5266) and
its subsidiaries, the attached report is being submitted to the Environmental
Protection Agency (EPA) pursuant to the Toxic Substances Control Act (TSCA)
Section 8(e) Compliance Audit Program (CAP Agreement) executed by RPI and
EPA (8ECAP - 0004).

The enclosed report provides information on the following chemical substance:

Chemical Identity: Aluminum sulfate hydrate
CAS Registry No: 10043-01-3
CAS Registry Name: Sulfuric acid, aluminum salt
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The title of the enclosed report is:
Toxicology Laboratory Report T-4874

The following is a summary of the adverse effects observed in this report
The test material was found to be a severe eye irritant. Conjunctivitis
and corneal opacity were seen throughout the observation period with

very little evidence of reversibility (pH = 3.5 of 1% solution).

RPI does not claim any portion of the information in this submission to be
TSCA confidential business information (TSCA CBI).

RPI has not previously submitted any TSCA Section 8(e) notices or
premanufacture notification on the subject chemical substance.

In total, RPI is submitting three copies of the enclosed report and this cover
letter: an original and two copies.

Further questions regarding this submission may be directed to Dr. Glenn S.
Simon, Director of Toxicology at (919)549-2222 (Rhéne-Poulenc, P.O. Box
12014, 2 T.W. Alexander Drive, Research Triangle Park, NC 27709).

Sincerely,

(ol 3 P70

Charles E. Moyer, Jr., Ph.D.
Director, Product Safety
(609)860-3589
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CONFIDENTIAL
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

cc: J. F. Heil
R. L. Joiner
C. J. O0'Connor, WePt
0. Overman '

A. Lupenski, " .
J. vanLaer, " . 10/30/74

A. Green, Bastop Plant, LA,

TOXICOLOGY LABORATORY REPORT -- T- 4874

ALUMINUM SULFATE HYDRATE

I. OBJECTIVE

To evaluate the toxicological aspects of this material.

II. MATERIALS

ALUMINUM SULFATE HYDRATE, 088-1638-088-4, a white powder, was
received from Industrial Chemical Division on 3/22/74.

ITII. SUMMARY

A. Skin irritation classification: noncorrosive
(4-hr. exposure)

B. Eye irritation classification: severe irritant
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A.  PRIMARY SKIN IRRITATION, DOT PROTOCOL CONFIDENTIAL

TEST MATERIAL: ALUMINUM SULFATE HYDRATE . . T- 4874

Skin irritation classification:‘ noncorrosive

Primary skin irritation was determined according to the proposed
FDA revision of the test for primary skin irritants published in
the Code of Federal Regulations (Part 191, Chapter 1, Title 21)
for evaluating hazardous substances.

The proposed test differs from the procedure described in the
Hazardous Substances Labeling Act, Part 191.11, Chapter 1, Title 21
in that irritation is determined after a 4-hour exposure period
rather than after the previously required 24-hour exposure period.
In the proposed test, readings are made 4- 24- and 48-hours after
treatment. Animals are to be retained for observation 96 hours
after initial application. Any delayed necrosis will be reported,
but the data will not be used in determination of irritation
indices. A corrosive substance is defined as a material that

causes tissue destruction within 48 hours after application on any
of the twelve intact sites.

b

Rabbit Erythema-eschar Edema

Observation Observation Sum
No. Skin 4 hr, |24 hr. [48 hr. ||& hr, |24 hr. |48 hr.ilocal|Scora=

1 Intact 0 0 0 0 0 0 0 0
0 0 0 0 0 0

2 Intact 0 0 0 0 0 0 0 0
0 0 0 0 0 0

3 Intact 0 0 0 0 0 0 0 0
0 o - 0 0 0 0

4 Intact 0 0 0 0 0 0 0 0
0 0 0 0 0 0

5 1Intact 0 0 0 0 0 0 0 0
0 0 0 0 0 0

6 Intact] o 0 0 0 0 0 0 0
‘ 0 0 0 0 0 0

Primary Irritant Score =—-====-=ceemmemme o 0

*Score = Sum Of individual values for each rabbit divided bV six.

Observation: Rabbits appeared normal at observation times.




B. EYE IRRITATION CONFIDENTIAL
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TEST MATERIAL ALUMINUM SULFATE HYDRATE T-_ 4874
Eye Irritation Classification: gevere irritant

The procedure employed is in accordance with the test for eye
irritants outlined in the code of Federal Regulations (Part 191.12,
Chap. 1, Title 21) for evaluating hazardous substances.

Six New Zealand rabbits in the 1.6-2.1 kg weight range were used
as the test animals. The test material was piaced in one eye of
each animal by gently pulling the lower 1id away from the eyeball
to form a cup into which the test material is dropped. The lids
were gently held together for three seconds and the animal re-
leased. The other eye, remaining untreated, served as the control.
The eyes were observed at 24- 48- and 72-hours following treatment
and scored for irritation properties.

Quantitv instilled into each test site: 10 mg

Cornezal Damace: The first two days after dosing all rabbits had
=Sderate or severe corneal opacity over the entire corneal area, and
on the third day these symptoms were either slight or moderate except
for m e rabbit which developed chemosis to the extent the cornea could
not be observed. By the 7th day 4 rabbits had slight corneal opacity
while two had moderate opacity.

Iritis: none

Conjunctivae,

a) erythema:One rabbit displayed severe erythema at all observation time
Three rabbits had severe erythema the first three days and slight erythem
on the 7th day. Two rabbits had moderate symptoms the first two days,
slight symptoms the 3rd, and on the 7th day one had no erythema while the
last returned to moderate symptoms.

b) chemosis: Two rabbits had severe chemosis for all four observation
times, and of these 2,chemosis was severe enough in one to render the eye
unobservable. The remaining four rabbits had slight to moderate chemosis
for 3 days and slight chemosis on the 7th day.

c) discharge: pour rabbits had slight to moderate discharge over each
of the four observation times.  One had severe discharge for three days
and slight discharge on the 7th day. The last rabbit had severe discharg
all 4 days.

Signs of Remission: With respect to corneal opacity all rabbits with
severe symptoms the first day had moderate symptoms.on the 7th,and all
rabbits with moderate symptoms the. first day had slight symptoms on the 7
With respect to the conjunctivae, one rabbit had severe symptoms through-
out the observation period. Another rabbit had moderate to severe '
symptoms throughout. The remaining four rabbits had moderate or severe
symptoms the first day and slight symptoms by the 7th.

Additional Comments: none




CONFIDENTIAL

FDA PROPOSED REVISION OF TEST FOR PRIMARY SKIN IRRITANTS

From $ 191.11, paragraph (c), the following TABLE:

" Skin Reaction

Value

Erythema and eschar formation:

No erythema ..... ..ttt it it e e, 0

Very slight erythema (barely perceptible)............. . 1

Well-defined erythema. . ... iriineinenennennnnnnn. 2

Moderate to severe erythema......c.oueeeeeeninee e, 3

Severe erythema (beet redness) to slight

eschar formation (injuries in depth)......eevueuuernnn... 4
Edema formation:

No edema. ... .cuiiiiiii ittt ittt it te e 0

Very slight edema (barely perceptible)..........o...... 1

Slight edema (edges of area well defined

by definite raising) ..u.eue it ennenneennneennnnnennnns. 2

Moderate edema (raised approximately 1 millimeter)..... 3

Severe edema (raised more than 1 millimeter and
extending beyond the area of exposure).........coe..... 4



SKIN IRRITATION INDEX (DOT_ PROCEDURE)
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Observations:

kin Irritant Score and
rritant Classification

sum of individual values for each rabbit divided by six.
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Triage of 8(e) Submissions

Date sent to triage: __a/ ] o) l A, NON-CAP

Submission number: J g bOC? 7 & TSCA Inventory: ’

Study type (circle appropriate):

Group 1 - Dick Clements (1 copy total)
ECO AQUATO

Group 2 -_Efnie Falke (1 copy total)

( aToK

\> SBTOX SEN w/NEUR

Group 3 - Elizabeth Margosches (1 copy each)
STGX CTOX EPI RTOX GTOX
STOX/ONCO CTOX/ONCO IMMUNO CYTO NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor Use Only
entire document:

1 2 pages /ﬁ 2‘: pages {13\/ '/ﬂé
Notes: Z@;\
Contractor reviewer : // pé Date: L5///// //qg/
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#12609A
M

Ocular irritation is of medium concern based on severe irritation (moderate to severe corneal
opacity, severe conjunctival erythema, chemosis and discharge), with symptoms lessening
somewhat over the 7 day observation period.

L

Dermal irritation is of low concern based on no irritation in 6/6 rabbits.




